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Barry Cadden 


To: Barry Cadden 

Subject: methylprednisolone acetate (pf) 80mg/ml 


METHYLPREDNISOLONE ACETATE (PF) 80MG/ML...IN GLASS VIALS 


Beyond use dating: 180 DAYS @ ROOM TEMPERATURE 

This product has always been labeled with a very conservative 180 day chemical expiration dating at room temperature. 
This dating is based upon the fact that this formulation is essentially an exact copy of an FDA approved , commercially 
available injectable product that generally is labeled with a chemical expiration date of 720 days + at room temperature. 
The only ingredient that has been deleted from the commercial formulation is "benzyl alcohol". Benzyl alcohol is only 
added to the commercial formulation as an antimicrobial agent and allows that commercial product to be used as a 
multiple-dose vial injectable product. Benzyl alcohol serves no purpose in the chemical stability or expiration dating of 
the commercial methylprednisolone acetate commercial injectable product. 

See attached documentation. 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 

METHYLPRED. AC (PF) 80MG/ML INJECTABLE 

Flavor: PCCAID: Schedule: L 

Quantity made: 1 ML Class: 

Date made: / / . NDC1: 

Lot number: 

Beyond use date: / / Time: : Days to exp. 1 80 

Pharmacist: Initials: 

Technician: Initials: 

Description: Shape: 

Equipment: 


Labeling: SHAKE WELL***SDV*** 


Ingredients Set 

1 METHYLPREDNISOLONE ACETATE USP (STERILE) P 
Mfq: Lot#: 

ledule: Quantity used 

0.08 GM 
Exd. date: 

QS (Actu 

n — 

al) Opt. 

^Jhlsr: _ 


(Each ML contains 0.08 GM or 8%) r 

2 POLYETHYLENE GLYCOL 3350 NF (STERILE) BASE 
Mfg: Lot#: 

0.0282 GM 
Exd. date: 

□ — 

^hlsr: _ 

Ln 

(Each ML contains 0.0282 GM or 2.82%) 



— 


3 SODIUM CHLORIDE (STERILE) GRANUALE 

Mfq: Lot#: 

0.0023 GM 
Exd. date: 

□ — 

II 

f 



(Each ML contains 0.00228 GM or 0.228%) 



— 


4 WATER FOR INJECTION INJ 

Mfg: Lot#: 

1 ML 

Exd. date: 

0 — 

^hlsr: _ 

1 

(Each ML contains 1 ML or 100%) 

5 POLYSORBATE 80 (STERILE) LIQUID 

Mfg: Lot#: 

O 0.0038 ML 

Exd. date: 

□ — 

^hlsr: 


(Each ML contains 0.0038 ML or 0.38%) 

6 SODIUM PHOSPHATE MONOBASIC (STERILE) POWD 
Mfq: Lot #: 

0.0066 GM 
Exd. date: 

□ — 

^hlsr: 

6 >.u>/*ct/ ^ 

(Each ML contains 0.00659 GM or 0.659%) ' 

7 SODIUM PHOSPHATE DIBASIC (STERILE) POWDER 
Mfq: Lot#: 

0.001 4 GM 
Exp. date: 

□ — 

Whlsr: 

1 

(Each ML contains 0.00137 GM or 0.1 37%) 



— 



(Added all GM & GMS: 0.12) 



Mixing directions 





ph range= (3.5-7) NECC normal PH= 5.0 


TEST: STERILITY / ENDOTOXIN / QUANTITATIVE 1 + EVERY LOT™™*** 

ZEBRA BAR CODES: 

99600010504 -ImL VIAL 
99600020504 - 2mL VIAL 
99600050504 - 5mL VIAL 


MATERIALS: STERILE BEAKER, STERILE SPIN BAR, STERILE HOMOGENIZER ELEMENT 
medisca 500gm plastic bottle weighs 98gms, plastic seal ring weighs 0.7gms 
medisca 1kg plastic bottle weighs 145gms, WITH TOP 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 
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DEPO-MEDROL® methylprednisolone acetate injectable suspension, USP 


Page 1 of 21 


DEPO-MEDROL - methylprednisolone acetate injection, suspension 
Pharmacia and Upjohn Company 


DEPO-MEDROL® 

methylprednisolone acetate injectable suspension, USP 
DESCRIPTION 

DEPO-MEDROL is an anti-inflammatory glucocorticoid for intramuscular, intra-articular, soft 
tissue, or intralesional injection. It is available in three strengths: 20 mg/mL; 40 mg/mL; 80 
mg/mL. 

Each mL of these preparations contains: 


Methylprednisolone 

acetate 

Polyethylene glycol 

3350 

Polysorbate 

80 

mg 

Monobasic sodium 

phosphate 

Dibasic sodium phosphate 

USP 1.44 mg 

Ben zy l a l coho l added 


20 mg 

40 

mg 

80 mg 


29.1 

28.2 

...29.5 mg 

mg 

mg 

1.97 

1.94 

1.88 

mg 

mg 


6.8 

6.59 

6.9 mg 

mg 

mg 


1.42 

1.37 

mg 

mg 

mg 

) 

-946- 

-8.88 




pjry c: 5.0 


■-A4 


v'So 



Sodium Chloride was added to adjust tonicity. 1 

When necessary, pH was adjusted with sodium hyBroxideTand/or hydrochloric acid. 

The pH of the finished product remains within the USP specified range; e.g., 3.5 to 7.0. 

The chemical name for methylprednisolone acetate is pregna-1,4-diene-3,20-dione, 21- 
(acetyloxy)-l 1 ,17-dihydroxy-6-methyl-,(6a,11IJ)-and the molecular weight is 416.51. The 
structural formula is represented below: 



http://dailymed.nlm.nih.gov/dailymed/archives/fdaDrugInfo.cfm?archiveid=18006 
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FDA Approved Drug Products 


FAQ | Instructions | Glossary | Contact Us | ODER Home 


Label and Approval History 

Drug Name(s) DEPO-MEDROL (Brand Name Drug) 

FDA Application No. (NDA) 011757 

Active Ingredients) METHYLPREDNISOLONE ACETATE 

Company PHARMACIA AND UPJOHN 

Label Information 


Go to Approval History 


What information does a label incl ude ? 

Note: Not all labels are available in electronic format from FDA. 

Labels are not available on this site for DEPO-MEDROL, NDA no. 011757 

Approval History 
NDA 011757 

Note: Not all reviews are available in electronic format from FDA. 

Older labels are for historical information only, and should not be used for clinical purposes. 
Action dates can only be verified from 1984 to the present 


Click on a c lumn header to re-sort the table: 


Letters, 

Reviews, 

Labels, 

Patient Package In 


Manufacturing Change or Addition 


This supplement type does 
not usually require new labeling. 
This supplement type does 
not usually require new labeling. 


Manufacturing Change or Addition 


This supplement type does 
not usually require new labeling. 
Label is not available 
on this site. 
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“Adhesive Arachnoiditis” 

Please read about this debilitating condition before having a 
spinal procedure done. The neurotoxin damage done to the 
central nervous system is permanent and the pain is continuous. 
There is no cure or dedicated research. Some invasive spinal 
procedures that can result in Arachnoiditis are: Epidurals tor 
child birth. Spinal injections, Spinal diagnostics, and Surgery, 
Personal research (Internet search) can save a lifetime of 
suffering for yourself or someone you know. This risk is 
rarely disclosed. 

Website: www.cofwa.org 
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IS. Food and Drug Administration af: 


CENTER FOR DRUG EVALUATION AND RESEARCH 


Orugs@F(Ht 


| Instructions | Glossary | Contact Ua | CDER Homo 


'DA Approved Drug Products 






Drug Namo(s) 


Active Ingradlent(s) 


Therapeutic Equivalents 

METHYLPREDNISOLONE ACETATE (Generic Drug! 
(ANDA) 040620 

METHYLPREDNISOLONE ACETATE 
SICOR PHARMS 



INJECTABLE; INJECTION; 40MG/ML 



FDA HomoPase I 


FDA/Centor for Drug Evslualton ana Research 
Office of Training and Communications 
Division of Information Services 
'Jpdate Frequency: Daly 




. ...Jf*''' 
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US. Food and Drug Administration 


CENTER FOR DRUG EVALUATION AND RESEARCH 


Drugs® FDA 


FAQ | Instructions | Glossary | Contact Us | CDER Home 




Drug Name(s) 

FDA Application No. 
Active Ingredients) 


Drug Details 

DEPO-MEDROL (Brand Name Drug) 
(NDA) 011757 

METHYLPREDNISOLONE ACETATE 


Original Approval 
or Tentative Approval Date 


2 New ester, new«alt, or other noncovalent derivative 
S Standard review drug 


• Therapeutic Equivalents 

• Approval History, Letters, Reviews, and 
Related Documents 

Products on Application (NDA) #011757 

Click on a column header to re-sort the table: 




Strength | Dosage JFgrm/Route 



Marketing RID IE 

Status Code 

Prescription Yes AB 


Back to Top | Back to Previous Page | Back to Drugs@FDA Home 
Disclaimer 

CDER Homepage | CDER.Site Info | ContactCDER | What’s New @_CDER 
FDA Home Page | Search FDA Site | F_DAA-2 Index | Contact FDA | Privacy | Accessibility j HHS Home Page 


iA/Center for Drug Evaluation and Research 
Tice of Training and Communications 
rision of Information Services 
date Frequ ncy: Daily 
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